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FREEDOM OF INFORMATION SUMMARY 

1. General Information: 

a. File Number: 

b. Sponsor: 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredient: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 

NADA 141-216 

NADA 141-216 

Fort Dodge Animal Health 
Division of Wyeth 
800 Fifth St. NW 
Fort Dodge, IA 50501 

Drug labeler code: 000856 

moxidectin and praziquantel 

QUEST PLUS (moxidectin / praziquantel) Gel 

Oral 

Packaged in ready-to-use Sure-Dial@ syringes. Each 
syringe contains adequate QUEST PLUS Gel to treat one 
horse with a body weight of up to 1250 lbs, or multiple 
horses and ponies with combined body weights of 1250 
lbs. 

OTC 

Contains 20 mg moxidectin/mL (2.0% w/v) and 125 mg 
praziquantel/ml(l2.5% w/v). 

Oral 

Equine 

The recommended dose level is 0.4 mg moxidectin and 
2.5 mg praziquantel /kg (2.2 lb) body weight. 

Anthelmintic 

For the treatment and control of the following stages of 
gastrointestinal parasites of horses and ponies: 

Large strongyles: 
Strong@u.s vulgar-is - (adults and L.&s arterial stages) 
Strongyks edentutus - (adult and tissue stages) 
Triodontophoms brevicauda - (adults) 
Triodontophorus serratus - (adults) 
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NADA 141-216 

Small Strongyles (adults): 
Cyathostomum spp., including 

Cyathostomum catinatum 
Cyathostomum pateratum 

Cylicostephanus spp., including 
Cylicostephanus calicatus 
Cylicostephanus goldi 
Cylicostephanus longibursatus 
Cyiicostephanus minutus 

Cylicocyclus spp., including 
Cylicocyclus insigne 
Cylicocyclus leptostomum 
Cylicocyclus nassatus 

Coronocyclus spp., including 
Coronocyclus coronatus 
Coronocyclus labiatus 
Coronocyclus labratus 

Gyalocephalus capitatus 

Small Strongyles: 
Undifferentiated lumenal larvae 

Encysted cyathostomes: 
Late L3 and L4 mucosal cyathostome larvae 

Ascarids: 
Parascaris equorum - (adults and L4 larval stages) 

Pinworms: 
Oxyuris equi - (adults and L4 larval stages) 

Hairworms: 
Trichostrongyius axei - (adults) 

Large-mouth stomach worms: 
Habronema muscae - (adults) 

Horse stomach bots: 
Gasterophilus intestinalis - (2nd and 3rd instars) 
Gasterophilus nasalis - (3’d instars) 

Tapeworms: 
Anoplocephala perfoliata - (adults) 
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n. Effect of Supplement: 

One dose suppresses strongyle egg production for 84 
days. 

The label descriptions of the currently-approved small 
strongyle genera are being revised to add included species 
for which data already exists in the NADA file and to 
reflect changes in scientific nomenclature. 

2. Effectiveness: 

This approval does not affect this section of the summary. Please refer to the original 
NADA 141-216 Freedom of information (FOI) summary dated May 14,2003. Also, 
please refer to the original FOI summary for NADA 141-087 dated July 11, 1997. 

3. Target Animal Safety: 

This approval does not affect this section of the summary. Please refer to the original 
NADA 141-216 FOI summary dated May 14,2003. 

4. Human Safety: 

This drug is intended for use in horses and ponies, which are non-food animals. 
Because this new animal drug is not intended for use in food-producing animals, data 
on human safety pertaining to drug residues in food were not required for approval of 
this NADA. 

Human Warnings are provided on the product label as follows: ‘Not for use in 
humans. Keep this and all other drugs out of the reach of children. Do not ingest. If 
swallowed, induce vomiting. Wash hands and contaminated skin with soap and 
water. If accidental contact with eyes occurs, flush repeatedly with water. If 
irritation or any other symptom attributable to exposure to this product persists, 
consult your physician.” 

5. Agency Conclusions: 

The data submitted in support of this NADA satisfy the requirements of section 5 12 
of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the 
implementing regulations. The data demonstrate that QUEST PLUS Gel, when used 
under the labeled conditions of use, is safe and effective for the treatment of the 
gastrointestinal parasites specified on the product label in horses and ponies six 
months of age and older. 

QUEST PLUS Gel is labeled for OTC use. Routine deworming of horses is a widely 
accepted and recommended practice performed by the lay person. A diagnosis of 
parasite infection prior to deworming is not necessary. 
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This approval for does not qualify for marketing exclusivity under section 
5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act. 

According to the Center’s supplemental approval policy (21 CFR 5 14.106), this is a 
Category II change. The approval of this change is not expected to have any adverse 
effect on the safety or effectiveness of this new animal drug. Accordingly, this 
approval did not require a reevaluation of the safety and effectiveness data in the 
parent application. 

Moxidectin is under the following U.S. patent number: 

U.S. Patent Number Date of Exniration 
4,916,154 April lo,2007 

6. Attachments: 

Facsimile Labeling is attached as indicated below: 

Package insert 

Syringe label 

Printed outer carton 
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NAOA 141~216, Apprwed ty FOA 

WEST PLUS Oral Gel 

BEW..MER & BBTICRIE 
FOR ORAL USE IN HORSES AND POhWS SIX 
MONlHS OF AGE AMI OLDu’l 

INOICATIONS 

Tapwormc v fzk3&!ata- (ad&s) 
One admlnistmtlon of the mcommended dose mle of QUEST PLUS 
(~EQheOral@fa’s”suppressclsstrcWfeew 
producPbnthmuohww 

should be tttcWed in a stmteglc treatment p&mm, with partkxdar 
attmUon @ m m  to hQh pwfonnance animak In foals. initial treatmenl is 
-etsmonmsofage*aRerwhichtheyshouldhshdudedh 
amcunmt~~pmgremBscauseOUESTPLLISpwideselfecthn, 
c.lmwofmemucosalstaoesofMla%-lenNsled-l 

CWESTpLlJSE@naO&Gafwhenusedattharawww&ddwerata~ 
-stronWlaegppmdudionmFOugh~daysloUowlwasinOla ’ 
oral administmtloil. ms melduel strongyle control rnduces pasture 
conbxnination and pr~tidas aperiod 01 protectla, from rainfaction for 
lWSBSandppnkrsmaRltshredOnth8Samepashna 

YOM OF ACTfON 
pJ;“9 Equfne C?al Gel contains two active pharmacwtical 

moddetth, and pmziquanlel. Moxidect&l acts by lterlering 
wlthchkMschen~tedneurol~min~pamsite.This 
rasults!n~andetMRsya, ofthepamsRe.h4oxldsdnissafefor 
use in horses and ponies because it doas not have the same injjrious 

para* results b the imbwty ol tapeworms to anach to the hoa’S 
btesunal wall. oemed UlpeMrmr am either deslroyed by the hosl’s 
bnmunedeknsasystemwpassedblthe1eceg 



ADMHlSTRATlON AND DDSAGE 
QUEST PLUS (moxfdscWpw&uaM) 99 ““,&km= fomutade6apalambkgd~keadly~ 
OUEST PLusGd k pwkeged In lmdy-tm SuRE-DlAL~Sylingea (see 
diagram d me suu5-DIAL*qlings b&w). The eydnge k talibmted In 
!Xhmnd-.uptol26Opcunds.Thk-lhe-d 
the rawmmanded dose fevd by choosing a setting consistenf witi the 
an!mapsweizlM 

HOWTOSIZTTHEDOSE 

scata or weight tape to find each &nal’s weight tmatfng with 
QUESTPLUSOeLOncetheweigM$known.p~~~~~ 
wponyaefonows. 
1. Hddthesyltngewiththel?ap$ecand~ntingtotheldt~sothatyou 

can6eethewdohIm-andwmelks~mnall~lln53~aa 

2. Turn the Mue dial ring untft the kl3 side of the ring Cries up with tfw 
~d~~.l.InecbagRvn~.theb~~~lodosea 

. . 

HDW TO GIVE OUEST PLUS GEL TO A HORSE OR PONY 
l.fk4akesuretfwaisnofeedintheanhafb~. 
2. Ftenmethacapfmmtf%endoftfmesyrlnge.Savethecapforr~ 
3. Place the tip d the syringe inside the animat’s mouth at the space 

betweenmemelh. 

5. Remova the syringe from the animaf’s mwth an0 raise the animal’s 
headsnghttytomekeeureltswa6owsIhegel. 

6. M@e-N’wca~. 

i 
! 

SURE-DIAL@ Syringe 
sarrd 04 syringe 

I 

Left-Side d 
swtcnalwng 

Tf3EATtNC?ASEWNDHORSEOR POf4YWfTHTHESAMESYFffNGE HOW SUPPUED 
ifmen~anim;r~h~~~~12500s,aerewolee~l euEsFtwst3qu4neoraGdfeavaRabmln~syIhge~~ 
blthesydngJ3.YouwnueethkgelIolreat0~~~~T0ed Eaah SURIRB~DfAL*sy&ga contains g.4 oz(ll.6 g) d WEST PLUS 
thenextdcse,addthevmi@tdtheanfmafycuwanttotreaftothadoss Et+na0rdGdwhfshfawf6danttotr0atasing+ehorse~ingupto 
set6ngr*aadyonthe~.For~iftheeydngewasnrstueedIo 1250!4.atwoofnmmEghteradmak~a~ wdy*MofuP 
traata256Ib.animd,theMuedialri~~seton2M)~.lotr~a tDIwOtf& 
600 lb. anhal next move the We dial fng to the 760 fb. irking ND0 Oft66-7621-01- 0.4 oz (11.6 g) sydnge - 20 mg mxldeotfn and 
gQ+$=~~~~neglmrethansPwoaeathonies~w 126mgpazisuantelparm 

EahsyrinoedaVESTplUSE~~~~may~eusedto~Iwue 
Store at of b&m TIT (25V). Avoid fmezfw. If hozen. thaw comf3etef~ 
befofeusf2.swe 

then me anlmel especially when f!ahg penias and growing end lighter 
pertiaaVussdmw*ttwcapfmfY-. 

bmadsdhwes.Tbetablabebw*Alhafpesttmatethenumberdhwsas 
wpmlesw3oontentsofeaohsyringewtueat. 
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